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The Office of Nutritional Products, Labeling, and Dietary Supplemenis 
Division of Nutrition Programs and Labeling (HFS-800) 
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Center for Food Safety and Applied Nutrition / :-/. i.‘e’ ._ _. 
Food and Drug Administration -:y-- ___.._ - -1. ,_ ̂  
5 100 Paint Branch Parkway 
College Park, MD 20740 

Title: New Product - Food Labeling; Notification Procedures for Statements on Dietary 
Supplements 

Dear Whom It May Concern: 

We are going to launch a new product in January, 2005. We’re goine sell it with three 
different product names (GlucoProTM, Carbs-CheckTM, or GlyCotrol : please refer to the 
attached) through our two companies: 
- Sedona Laboratories, Inc. (211 Jennifer Lane, Cottonwood, AZ 86326, l-888-816-8804) will 

sell GlucoProTM and Carbs-CheckTM. 
- N&i-Health (218 Justin Drive, Cottonwood, AZ 86326, l-800-914-63 11) will sell 

GlyCotrolTM. 

The new product has the following ingredients: 
1. Chaga Mushroom Extract (CHP7), Inonotus obliquus 
2. Matrimony Vine Extract, Lycium chinensis 
3. Red Ginseng Extract, Panax ginseng 
4. Mulberry Leaves Extract, Mori foZium 
5, Mulberry Fruits Extract, Mori fohm 

GlyCotro17m has been sold in Korea as a dietary supzement, coated rice, and tea since 2002 with 
the brand name of SodangmiTM and Sodang Extract by RNL Life Science, Ltd. RNL is a 
research-oriented biotech company in Korea, and has studied the efficacy and safety of each 
ingredient since 2001. They have 
SodangmiTM and Sodang Extract TE ublished two articles about the efficacy and safety of 

(Journal of Korean Society of Food Science Nutrition (2003), 
Vol. 32(4), pp 614-620 and Korean Journal of Oriental Physiology & Pathology (2003), Vol. 
17(l), pp 130-l 34). According to the published articles, SodanmniTM and Sodang ExtractTM 
showed hypoglycemic effect bv controlling digestive enzymes in in-vitro tests. animal tests and 
two clinical studies. Please refer to the attached Reference 1 and 2 for details. RNL published the 
inhibitory effect of chaga mushroom (Inonotus obliquus) on,digestive enzymes such as 

Sedona Labs, Inc. 
211 Jennifer Drive l Cottonwood, AZ 86326 

tel: (888) 816-8804 l fax: (866) 887-8489 
www.sedonalabs.com 
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T h e  Digest ive  Hea l th  Spec ia l is ts  

g lucos idase  a n d  l ipase (F igure  1  &  2  in  R e fe rence  3 ) . M u lberry  (Fo l ium m m -i o r  M o m s  ind ica)  
leaves  a n d  fruits have  b e e n  k n o w n  to  m a intain no rma l  b lood  sugar  levels.  The re  a re  a  lot o f 
pub l i shed  a r t icles a b o u t its hypog lycemic  e fficacy (Re fe rence  4 -12 ) . In  add i tio n , red  g inseng  
a n d  m a trim o n y  v ine  a re  p roved  to  b e  e ffec tive to  con trol b l ood  sugar  p ro fi les (Re fe rence  13 -31 ) . 

I a lso  have  a tta c h e d  th e  fo l low ing  add i tiona l  d o c u m e n ts to  subs ta n tia te  th a t th e  G lucoProTM, 
Ca rbs -CheckTM, a n d  G lyCot ro lTM labe ls  a re  b a s e d  o n  fac ts a n d  studies pub l i shed  in  sc ience 
journa ls  a n d  magaz ines . 

1 . T h e  N e w  P roduc t Labe ls  
2 . Pub l i shed  A rticle (Re fe rence  l -3 1 )  
3 . Ce r tif icate o f P a te n t appl icat ion 
4 . F o o d  (Food  A d d i t ives) M a n u fac tu r ing  Repo r t; to  subs ta n tia te  th a t th e  n e w  p roduc t is 

m a n u fac tu red  unde r  K o r e a n  F D A  ru les a n d  reg is tered as  fo o d  by  K o r e a n  F D A . 
5 . Cl in ical  a n d  P re-cl in ical  S tudy  S u m m a r y  

I certify th a t al l  o f th e  inform a tio n  a n d  th e  a tta c h e d  d a ta  p resen te d  in  th is  n o tice a re  accura te  a n d  
truthful. If I can  b e  o f any  assistance, p lease  con tac t m e  a t m o k a n g ;@ sedona labs .com  or  1 -800 -  
9 1 4 - 6 3 1 1 . 

S incere ly  yours,  

M o - K a n g , M B A , M S  
Sen io r  S cientist 
N e w  P roduc t D e v e l o p m e n t Depa r tm e n t 
S e d o n a  L a b o r a tor ies,  Inc . 

S e d o n a  L a b s , Inc. 
2 1 1  Jenn i fe r  Dr ive 9  C o tto n w o o d , A Z  8 6 3 2 6  

tel: ( 8 8 8 )  6 1 6 - 8 8 0 4  * fax: ( 8 6 6 )  8 8 7 - 8 4 8 9  
w w w s e d o n a l a b s x o m  


